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Art Unit: 1614 

Claims 1-17 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claims contain subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

Most notably, Applicants, in claims 1 and 2, use the phraseology "... or a 
pharmaceutically acceptable derivative thereof and this language extends to remaining claims 3- 
17. However, the Applicants' specification merely defines a pharmaceutically acceptable 
derivative to mean "any pharmaceutically acceptable salt, ester, salt of such ester or solvate of 
the compounds of formula (I) or any other compound which upon administration to the recipient 
is capable of providing (directly or indirectly) a compound of formula (I) or an active metabolite 
or residue thereof (Applicants' Specification at Page 8, lines 8-15). 

This language does not permit those of skill in the art to ascertain the metes and bounds 
of the Applicants' invention, as the disclosure is written in such a way that any compound, even 
if capable indirectly of providing a compound of the formula (I) or an active metabolite or 
residue was contemplated at the time of the invention. The same is not supported and therefore, 
the claims are rejected for failure to meet the written description requirement. 

Claim Rejections - 35 U.S.C. §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claims 1, 3, 4, 6, 7, 8, 9, 10, 11 are rejected under 35 U.S.C. 102(b) as being anticipated 
U.S. Patent No. 6,184,237 [hereinafter referred to as "Mantlo et al"]. 
Mantlo et al disclose the following compound 




where R 1 may be phenyl and R 3 may be o-tolyl (Col. 86, Table 8, lines 1-14). With these 
substituents, claims 1, 3 and 4 of the instant invention are clearly anticipated where R 1 and R 2 
together with N to which they are attached form a 4- to 8- membered non-aromatic heterocyclyl 
ring. Mantlo et al also teach that the compounds of its invention or pharmaceutical compositions 
thereof are useful in the treatment of rheumatoid arthritis, osteophorosis, multiple myeloma, 
acute and chronic myelogenous leukemia, osteoarthritis, inflammatory bowel disease, bone 
resorption diseases, atherosclerosis, multiple sclerosis, myalgias due to infection, cancer, and 
pain disorders (Col. 98, lines 7-37). The treatment methodology comprises the administration of 
an effective dose of the compound a pharmaceutical salt thereof or a pharmaceutical composition 
thereof to a human subject (Col. 98, lines 47-52). That there is the same anticipated patient 
population being administered the same compounds and compositions as taught by the instant 
invention's claim 1, it logically flows that the conditions are mediated by the activity of 
cannabinoid 2 receptors, which collectively with all of the other foresaid disclosures, too brings 
claims 6-11 within the purview of Mantlo. 

In view of the foregoing, claims 1, 4, and 6-1 1 are clearly anticipated. 

Claims 2 is rejected under 35 U.S.C. 102(b) as being anticipated Mantlo et al. 
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Mantlo et al. teach the following compound and the compound as the active ingredient in 
a composition 




(Col. 84, Example 19), where R 1 can be 4-chloro-2-methylphenyl and R 3 can be o-tolyl (Col. 86, 
Table 8, line 15), which brings the instant invention within the purview of Mantlo et al, most 
especially when R L R 2 N is a non-aromatic hctcrocyclyl and nitrogen attaches to a halo-substituted 
phenyl ring and R 4 and R 6 are hydrogen. 

In view of the foregoing, claim 2 is clearly anticipated. 

Claim Rejections - 35 U.S.C. §103(a) 

The following is a quotation of 35 U.S.C. §103(a), which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained through the invention is not 
identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was 
made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 

claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
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claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim 5 and 12-17 are rejected under 35 U.S.C. § 103(a) as being obvious over Mantlo et 

al. 

Mantlo et al disclose that the compounds of its invention, encompassing the following 
core structures 




or pharmaceutical compositions inclusive thereof are useful in the treatment of rheumatoid 
arthritis, osteophorosis, multiple myeloma, acute and chronic myelogenous leukemia, 
osteoarthritis, inflammatory bowel disease, bone resorption diseases, atherosclerosis, multiple 
sclerosis, myalgias due to infection, cancer, and pain disorders (Col. 98, lines 7-37). The 
treatment methodology comprises the administration of an effective dose of the compound a 
pharmaceutical salt thereof or a pharmaceutical composition thereof to a human subject (Col. 98, 
lines 47-52). 
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While the compounds of instant claim 12 are cot taught explicitly, their core structure, 
and synthesis of 6-(substituted-amino)-N-substituted nicotinamides are taught therein, along with 
numerous modifications that invariably lead on of ordinary skill in the art to make modifications 
that will not diminish the effectiveness of compounds in their function. For example, there are 
more than 100 compounds with the same core structure, but varying substituents, but they all 
treat the same diseases and disorders. 

In light of the foregoing, it would have been prima facie obvious to one of ordinary skill 
in the art that administering effective amounts of the compounds and compositions of the instant 
invention, rheumatoid arthritis, osteophorosis, multiple myeloma, acute and chronic 
myelogenous leukemia, osteoarthritis, inflammatory bowel disease, bone resorption diseases, 
atherosclerosis, multiple sclerosis, myalgias due to infection, cancer, and pain disorders would be 
successfully treated. 

Conclusion 
None of the pending claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia Hughes whose telephone number is 571-272-6026. The 
examiner can normally be reached from 9:00 AM to 5:00 PM, Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached at 571-272-0718. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
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may be obtained from either Private PAIR of Public PAIR. Status information for unpublished 

applications is available through Public PAIR only. For information about the PAIR system, see 

http ://pair-direct-uspto . gov . Should you have questions on access to the Private PAIR system, 

contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 

assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Alicia R. Hughes/ 
Examiner, Art Unit 1614 

/Raymond J Henley III/ 
Primary Examiner, Art Unit 1614 



